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Professor Alan Carter declares and says that: 

1 I am presently Adjunct Clinical Assistant Professor of Pharmacy Practice at 
the University of Missouri-Kansas City. I have about 28 years of experience in the field of 
clinical pharmacology and pharmaceutical chemistry, and about 26 years of experience in 
the field of ophthalmic, vascular, drug delivery and cosmetic implant device technology 
and the clinical complications/limitations associated with such products. A copy of my 
Curriculum Vrtae is attached herewith to list my education and professional experiences. 

2. I am familiar with the subject matter of above-referenced U. S. patent 
application, specifically apparatus and methods for controlling interactions between tissue 
and implants, such as implantable devices or biosensors. 
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3. I have read and understood the patent application, and I have read and 
understood the Examiner's Office Action dated August 2, 2006, U.S. Patent No. 
6,143,037 to Goldstein et al., and U.S. Patent No. 5,945,446 to Laub. 

4. There has been a long felt need in the art for the development of biosensors 
that can be implanted and maintain their function over time, e.g. three or more months. 
For example, long-lasting in vivo glucose biosensors are believed to be critical in the 
pharmacotherapy and management of diabetes. However, no satisfactory in vivo devices 
have been developed after more than twenty years of intensive research. 

5. Efforts to develop long-lasting in vivo biosensors have been focused on 
two fronts with respect to coating technology, the development of coatings that resist bio- 
fouling and the controlling of inflammatory reactions through the addition of tissue 
response modifiers. For example, see Wisniewski et al., in I Biomed Mater. Res., Vol. 
57, 2001, p. 513 (attached hereto as Exhibit 1). 

6. Despite numerous research efforts by the scientific community, no 
implantable device has been developed that can provide reliable analyte measurements for 
longer than a few days upon in vivo implantation. As indicated in the study by Wisniewski 
et al. prior art implant coatings showed significant declines in glucose flux after 8 days in 
rat subcutaneous tissue, indicating that the coatings became significantly less permeable to 
the analyte. Id at p. 520. 

7. The implants as presently claimed provided unexpectedly good 
permeability on the diffusion of small molecule analytes. This unexpectedly good 
improvement of analyte permeability is achieved using a combination of a crosslinked 
bioactive polymer, a polyacid, and microspheres that are different from the polyacid. The 
crosslinked bioactive polymer functions to minimize protein adsorption of the implanted 
device thus reducing bio-fouling. (Specification, p. 8, lines 14-15). In addition, it has 
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minimal impact on the diffusion rates of small molecules such as glucose. (Specification, 
p. 8, lines 29-30). 

8. It has also unexpectedly been found that zero-order sustained drug 
release profiles can be obtained using a combination of a crosslinked bioactive 
polymer, a polyacid, and microspheres that are different from the polyacid, as 
shown in Figure 9 of the Specification. 

9. Due the unexpectedly good permeability of the coatings relative to 
small molecules and the zero-order drug release profile, the presently claimed 
implants are particularly well-tolerated in vivo and remain permeable to various 
analytes, e.g., glucose, for up to one month after in vivo implantation. The 
presently claimed implants represent a breakthrough in the filed of implantable 
device research, because the scientific community has been trying to overcome in 
vivo device failures due to tissue inflammatory reactions and bio-fouling without 
success for over twenty years. 

10. I declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 
18 of the United States Code and that such willful false statements may jeopardize the 
validity of the patent. 

Date: February 21, 2007 U (±~ ( ~. t \ 

Alan Carter, Pharm. D. 
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Alan W. Carter, Pharm. D. 



HOME ADDRESS: 

11237 Winchester Dr. 
Kansas CityKS 66109 
(913) 745-4056 
Email: acarter29@cs.com 

SUMMARY 

A diverse background in clinical pharmacy practice, management, metabolic research, investigational 
product/device/implant evaluation and design, and teaching including: Director of Pharmacy Operations & 
Clinical Services; serving on National PT Formulary Committee; coordinating new construction and pharmacy 
acquisitions; coordinating and conducting diabetes related metabolic monitoring research; development and 
implementation of clinical pharmacy services; provision of educational health care seminars for USDA 
employees; SBIR/STTR grant application review for USARIEM; peer review for JAMA, Diabetes Technology 
& Therapeutics and Diabetes Science & Technology; member of Editorial Review Board for "Recent Patent 
Reviews on Cardiovascular Drag Discovery"; hospital oncology services; long term care pharmacy; 
Investigational Drag/Medical Device Review Board; and adjunct clinical assistant professor of pharmacy 
practice status at the University of Missouri-Kansas City and Kansas University Schools of Pharmacy. 

COMMUNITY PHARMACY 

© Currently serve as Director of Pharmacy Operations and Clinical Services, overseeing community 
pharmacy operations for 10 locations and a staff of over 70 for a grocery/pharmacy chain. Responsible 
for pursuing/developing strategic partnerships with interested parties that can help improve medical 
outcomes and provide an additional source of revenue. Review and evaluate pricing, insurance contracts 
for profitability and required services. Provide retrospective DUR and MTM consultation services. 

* Converted 5 pharmacy computer software systems to one corporate management pharmacy system to 
maximize operational efficiencies. 

* Consolidated purchase agreements of diverse companies to one supplier contract resulting in substantial 
savings in cost of goods sold, reduced accounting expenses and maximized contract purchase rebates. 

© Oversaw acquisitions of 3 pharmacy locations, construction of 2 new locations and 2 pending in 2008. 
® Currently reviewing options for placement of "quick clinic" medical services in our stores. 

* Implement and update pharmaceutical care services, balancing reimbursement issues with the clinical 
needs of our customers. 

© Health infomiation/education program provider and research project coordinator for United States 
Department of Agriculture, University of MO-Kansas City, local businesses and non-profit programs. 

* Explore options in care of patients with diabetes including outreach and research programs, education, 
and FDA required post marketing surveillance of products & devices. 

© Certified smoking cessation specialist. 

* Past management duties have included a small local chain, individual community pharmacies and a long 
term care facility. 

TEACHING 

* From 1993 to present serve as adjunct clinical assistant professor of pharmacy practice at the University 
of MO-Kansas City School of Pharmacy, served in same capacity for the University of KS School of 
Pharmacy from June 1999 until Jimel, 2002. Have performed classroom instruction on part time basis 
for the University of MO-Kansas City School of Pharmacy. 



© Provide community clinical pharmacy practice experiential rotation sites for the University of MO- 
Kansas City School of Pharmacy. 

CONSULTING 

© Provide health related consulting services for USDA offices in Kansas City, MO on as needed basis 
© Pharmacy and Therapeutics Committee member for Pharmacy Benefits Manager (national formulary) 
© Provide grant application review/expert advice for US ARIEM (Army Medical Research) upon request 
© Provided marketing/new medical device use application consultation for LXN, Lie. from 2000-2002 
© Served on Subject Expert Advisory Board for the LifeScan Division of Johnson & Johnson reviewing 

potential clinical applications for the metabolic marker fructosamine in 2002 
© Principle Consultant in Wearable Hydration and Biomonitoring System design with LocldieedMartin 

Aerospace Engineering Team, concept presented to US ARIEM in Sept. 2005. 
© National Subject Expert Panel Participant: American Pharmacists Association "Pharmacy-based 

Weight Loss Initiatives Advisory Board" held in Washington, DC on April 12, 2006. 

LONG TERM CARE 

© Management of pharmacy services for a 50 bed skilled nursing home facility including chart review, 
drag utilization review, recommendation of therapy changes, and preparation of unit dose medications. 

HOSPITAL 

© Developed and implemented an oncology medication administration training course for nursing staff as 
part of a multi-disciplinary accredited C.E. program to provide up to date oncology treatment protocols 
for patients. 

© Served on the Investigational Drug/Medical Device Review Board as the Non-Physician Scientist 
Member responsible for protocol review and presentations to Board on investigational drug 
administration, ophthalmic lens implants, vascular stents, contraceptive and cosmetic implants. 

© Co-developed "Weight-to-Thmldng-Thin" fee-for-service weight loss program. 

© Served on the Speakers Bureau program and provided information to various local groups including 
working with the local Red Cross to provide Health Fairs for the area population. 

© Assisted with local Lamaze instructor in preparing new parents-to-be for delivery room procedures in 
childbirth. 

© Prepared IV. and oral liquid nutritional support products. 

MEMBERSHIPS AND BOARD APPOINTMENTS 

© Member of Valu-Merchandiser' s Pharmacy Advisory Board 1 996-Present . 

© Executive Board member of the UMKC Pharmacy Foundation (non-profit) 2001 -Present. 

© Member and past Vice President/Leadership Committee Chairman University of MO-Kansas City 

(UMKC) University Alumni Governing Board 2001 -Present. 
© Member Editorial Advisory Board: "Recent Patents on Cardiovascular Drug Discovery" 2005-Present. 
© Pharmacy and Therapeutics Formulary Committee Member (National Plan) 2005-Present. 
• Member American Pharmacists Association 2006-Present. 

© Member and Past President UMKC Pharmacy Alumni Association Board 1 992-2001 . 
AWARDS 

© 2004 Matthew "Bill" Wilson UMKC Pharmacy Alumnus Of The Year Award 



* 1995 Roche Preceptor Of The Year Award 

* 1 995 University of Missouri-Kansas City "Community Pharmacist Of The Year" 
PEER REVIEWED PUBLICATIONS 

® Carter AW: "Recommending Glucose Monitors, A Pharmacy Perspective". Diabetes Science and 
Technology, hi press March 2007. 

© Lindsey CC, Carter AW (co-investigator/coixesponding author), Mangum S, Greene D 5 Richardson A, 
Brown S, McCandless B: "A Prospective, Randomized Multi-centered Controlled Trial to Compare the 
Annual Outcomes of Patients with Diabetes Mellitus Monitored with Weekly Fractosamine Testing 
Versus Usual Care". Diabetes Technology & Therapeutics 2004, Vol. 6 No. 3: 370-377. 

© Carter AW: "Analysis: Home Fractosamine Testing: Is Its Demise Premature?" Diabetes Technology? 
& Therapeutics 2002, Vol. 4 No. 5: 643-644 

* Lindsey CC, Carter AW (co-investigator/corresponding author), Mangum S, Greene D, Richardson A, 
Brown S, McCandless B: "A Prospective, Randomized, Multi-centered Controlled Trial to Compare the 
Annual Outcomes of Patients with Diabetes Mellitus Monitored with Weekly Fractosamine Testing 
Versus Usual Care: A 3-Month Interim Analysis". Diabetes Technology & Therapeutics 2002, Vol 4 
No. 5:637-642 

© Carter AW, Borchardt N, Cooney M, Greene D: "Dual-Test Monitoring of Hyperglycemia Using Daily 
Glucose and Weekly Fractosamine Values". Diabetes Technology & Therapeutics 2001, Vol. 3 No. 3: 
399-403 

o Carter AW, Borchardt N, Cooney M, Greene D: "Dual Test Diabetes Screening Project: Screening for 
Poor Glycemic Control in a Large Workplace Population". Diabetes Technology & Therapeutics 2000, 
Vol 2 No. 4: 529-536 

RESEARCH 

* Lindsey CC, Carter AW (Co-Principle Investigator), Richardson A, Mangum S. "A Prospective, 
Randomized, Multicentered, Controlled Trial to Compare the Annual Outcomes of Diabetic Patients 
Monitored with Weekly Fractosamine Testing Versus Usual Care." Funded by LXN Corporation for 
$25,000 November 2001, $228,655 granted by the US Army Medical Research and Material Command 
August 2002, but withdrawn due to unexpected discontinuation of product by LXN. Completed. 

9 Lindsey CC, Carter AW (co-investigator) "A Prospective, Randomized, Multi-centered Controlled 
Trial to Compare the Annual Outcomes of Patients with Diabetes Mellitus Monitored With Weekly 
Fractosamine Testing verses Usual Care." 2002-2004 Products valued at $25,000 provided by LXN 
Corp. Completed. 

© Carter AW, Borchardt N, Cooney M, Greene D. Dual-Test Monitoring of Hyperglycemia Using Daily 
Glucose and Weekly Fractosamine Values. Utilized new-to-market dual test device to monitor levels of 
glycemic control in subjects identified as "at risk" of having poor glycemic control. 2000-2001 Products 
and supplies valued at $10,000 provided by LXN Corp. Completed. 

© Carter AW, Borchardt N, Cooney M, Greene D. Dual Test Diabetes Screening Project, a novel multi- 
site screening for diabetes in the workplace utilizing blood glucose and blood fiaictosamine values. 2000 
No funds requested. Completed 

© Carter AW (clinical sub-investigator) in the Rx to OTC product designation change for the Children's 
Analgesic Medicine Project sponsored by Whitehall-Robins, Madison, NJ conducted by PEGUS 
Research, Inc. Salt Lake City, UT 1995. Completed 

EXPERIENCE 

* Cosentino Service Corporation, DBA Cosentino's Food Stores Aug. 2001 to present: 
Director of Pharmacy Operations and Clinical Services 



* CMI, Ihc/Cosentino Enterprises Inc. DBA Price Chopper # 77 Feb. 1999 to Aug. 2001 : 
Director of Pharmacy Services/Pharmacist in Charge 

® UR, Inc. DBA Crown Drug and Variety/24 Highway Thriftway Oct 1994 to Jan 1999: 

Director of Pharmacy Services 
« Drags for Less, Inc. July 1987 to Sept 1994: 

Pharmacist in Charge 
» Providence Health Center Sept. 1977 to June 1987: 

Pharmacy Intern/Staff Pharmacist/Non-Physician Scientist/Oncology Pharmacist/Director of Pharmacy, 

Providence Place Nursing Home Skilled Nursing Facility. 

EDUCATION 

* Doctor of Pharmacy, 2002, University of Missouri-Kansas City School of Pharmacy 

* Bachelor of Science in Pharmacy, 1979, University of Missouri-Kansas City School of Pharmacy 

LICENSES 

» Kansas Board of Pharmacy license number 10180 granted Sept 1 979 

* Missouri Board of Pharmacy license number 40530 granted Oct 1980 

REFERENCES 
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